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Anticaries Drug Produ 

Appliance odefs for Compliance With Biologica Testing ~~~~~~e~e~t~~ Request 

for ~nf~r~ati~n and Comments; Reopening of Comment Period 

inistrati~n, HWS. 

od and Drug Administration ( A) is reQp~ning until July 12, 2 

eriod on the natice requesting ~nf~~ati~n and consxnents on the use of intraoral 

OA) models as a su~stj~t~ for the animal caries reduct on ~~~~~g~~al test require 

unu~aph fur over- he-counter (OTC) Antilles drug products t 

in OTC dentifrice f~~ulatiuns. The notice was furnished in the Federal 

5,ZOOl (66 FR 52418). FDA is taking this action in res onse to a request 

for extension of th t period to allow interested persons additional time to su 

and inf~~at~~n on the use of IOA models. The client period for this ~nf~~a~~n cfosed on 

January 14,2002. 

tte~ or electronic co ents by July 12,20 

comments to the Dockets Management ranch (HFA-3 

~~s~a~~~n, 5630 Fishers Lane, rm. 1061, Rockville, 



Research ( -560), Food and Drug Ad~nistrati~n~ 5600 Fis 

In the Federal Register of October IS,2001 (66 FR 52418), A published a notice 

requesting info ation and advents regarding use of the IUA test in ieu of animaf caries s 

to demonstrate the effectiveness of new uoride fu~ulati~ns. FDA issued notim to gafier 

A models and whether an ow they can be 

caries eeting the biological testing requirements for OTC anticaries drug 

e agency has dete~ine that it is appropriate to address ese issues in a public forum w 

experts can debate the usefulness and acceptability of alternate iofogicaf testing me 

e agency anticipates that this inf~~ati~n-gath~~n process will be f~lI~we 

by an advises c~~ittee meeting at which the various models and the appr~p~ate s 

analyses will be 

n November f4,20 1, the Joint Anticaries Task Croup ( e Task Group) of t 

EIealtheare ~rudu~ts Ass~~~ati~n, a trade assuciation of manufac~rers of n~npres~~pti~n drugs an 

e Cosmetic, Toiletry, an Fragrance Associa ion, a trade assoc~at~u~ 

ers of personal care products, requeste a 180-day extension in which to fi’,Xe 

e request stated that the closing ate for the ~~g~~a~ 

allow the Task Group ta utilize the results of its ~~g~i~g research 

in its response to lting in impurtant inf~~ation itted from the age~cy’s 

e Task Group noted that the agency’s request raises complicated 

questions cantering statis ical approaches that could potentially impact statistical me 

for mutest b~Ql~gi~a~ testing requirements for fluoride dentiftices. The Task Group also 

at manufacturers need sufficient time to assess the potential im act that the agency’s 



uest~~ns may have on manufa~tu~ng practices, as well as researc 

development. 

FDA has c~efu~~y CO sidered the request and acknowledges the c~rnp~i~ated issues concerning 

statistical appruac o evaluate fUA testing and their pr>tentiaf affect on curre 

testing requirements of the anticaries monograph. ~anufac~~ers and the Task Croup may require 

al time to obtain and review ~nf~~at~Qn to fully respond to e agency’s request. 

an extension of time for comments in this case to be in 

ened to July 12,2002. 

Interested persons may submit to the Dockets Management Branch (address above) written 

or e’fectrunlc advents regarding this notice by July 12,2002. T ents 

are to be subm~tte s submitting written comments or anyone submitting e 

~~rnrne~ts may su mit one copy. Comments are to be identified with the docket num 

in brackets in the heading f this document and may be accompan ed by a supposing memuraa 

or ef. Received co ents may be seen in the Dockets Management 

and 4 p. 




